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DETAILED ACTION 

Response to Arguments 

1. Applicant's arguments with respect to claims 10, 21, 22, 24, 34 and 35 have been 
considered but are moot in view of the new ground(s) of rejection prompted by applicant's 
amendment to the claims. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on May 29, 2008 was filed after 
the mailing date of the non-final action on November 8, 2007. The submission is in compliance 
with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

4. Claims 10, 21, 22, 2, 34-36 and 38-41 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Barak (U.S. Patent No. 6,048,358). 

With respect to claim 21 : Barak teaches a device for at least partially closing an opening in an 
artery comprising an elongate body in the form of catheter introducer 10 comprising a first 
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lumen 14 having a first distal opening at forward end 21 and a second lumen 22 having a 
second distal opening (Figs. 1 A,B). The first and second lumens 14,22 are arranged so that a 
longitudinal space is defined between the first and second distal openings. A first connector in 
the form of catheter head 16 is adapted to provide access to the first lumen 14. A second 
connector defined by the body of valve assembly 24 is adapted to provide access for a syringe 
66 to the second lumen 22 to inflate balloon 20. A wound cover member in the form of anchor 
balloon 48 is releasably connected to the body at the first distal opening of lumen 14 inasmuch 
as the balloon 48 initially abuts end 21 of lumen 14, i.e. the distal opening, thus being 
connected, and subsequently enables a sealing arrangement that causes homeostasis to occur 
to close the puncture, and the anchor balloon 48 and anchor assembly 44 are removed. 
Examiner's position regarding the balloon as wound cover is based upon Barak's teaching that 
the balloon both seals a puncture in the instant artery, i.e. the wound, and covers the wound on 
the inside surface 72 of the artery (see Fig. 9). The balloon lumen 22 is formed integrally as part 
of introducer 10 and lumen 14 and thus the first distal opening of first lumen 14 is permanently 
maintained at a position distal of the second distal opening of second lumen 22, and the first 
and second lumens do not communicate with one another. 

With regard to the limitation "for at least partially closing an opening in tissue", since the 
device of Barak meets all of the claim limitations as to a catheter and wound cover, and is 
intended to close openings in an artery, the device of Barak is fully capable of functioning as a 
device for at least partially closing an opening in tissue and thus anticipates the limitation of a 
device for at least partially closing an opening in tissue. 

With respect to claim 10: The elongate body 10 has a first portion comprising the first lumen 14 
and a second portion at the distal end of body 21 comprising the second lumen 22. The lumen 
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22 is formed at the distal end 21 of body 10 and thus first and second portions are rigidly 
connected to one another so as to always move as a single elongate unit. (Col. 4, lines 49-55, 
58-62) 

With respect to claim 22: The second lumen 22 is an inflation lumen for balloon 20 and is thus 
configured to communicate a flowing fluid, namely pressurized inflation fluid, therethrough. (Col. 
4, lines 58-65) 

With respect to claim 24: The device additionally comprises a release rod in the form of anchor 
assembly 44 having sheath 46 sized and configured to slide through the first lumen 14 and into 
contact with the wound cover member 48 inasmuch as the balloon 48 is formed at the end of 
sheath 46 and is already in contact with the wound cover member, thus it is configured to come 
into contact with said wound cover member 48. (Fig. 8, Col. 5, lines 21-26) 

With respect to claim 34: The device of Barak additionally comprises a release rod in the form 
of sheath 46 of anchor assembly 44, wherein the first lumen 14 is concentric with, and larger in 
diameter than, rod 46 and is thus necessarily adapted to slidably receive the release rod 46 
therein. (Fig. 8) 

With respect to claim 35: The wound cover member 48, i.e. the balloon 48 in its inflated state, 
has a maximum diameter that is greater than a diameter of the second lumen distal opening. 
(Figs 1A-B, 8) 
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With respect to claim 36: The first connector is a catheter head 16 for receiving a catheter, 
which can be a source of vacuum. Thus the first connector 1 6 is adapted to connect to a source 
of vacuum so as to draw a vacuum through the first lumen 14. 

With respect to claim 38: The second connector 24 is adapted to selectively connect to a 
source of vacuum inasmuch as Barak teaches that it can selectively connect to a syringe, 
wherein syringes by their nature are fully capable of drawing vacuum through the second lumen 
by pulling the plunger back away from the second connector, thus anticipating the limitation 
"adapted to selectively connect to a source of vacuum so as to draw a vacuum through the 
second lumen". 

With respect to claim 39: The second connector 24 is adapted to selectively connect to a 
source of irrigation fluid, namely syringe 66. (Col. 5, lines 46-48) 

With respect to claim 40: The second connector is adapted to selectively connect to a source of 
flowable adhesive inasmuch as Barak teaches that the second connector 24 is selectively 
connected to a syringe which is fully capable of functioning as a source of adhesive. With regard 
to the limitation "so that flowable adhesive may flow through the second lumen and out the 
second distal opening", though Barak teaches that the second lumen 22 is an inflation lumen, 
the lumen is perfectly capable of transporting flowable adhesive from the connector 24 and the 
syringe to the second lumen and second lumen distal opening and thus the prior art of Barak 
anticipates this limitation. 
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With respect to claim 41 : The second connector 24 defines a second connector lumen for 
inflation fluid to flow through, and an axis of the second connector lumen is disposed in a 
direction generally transverse to an axis of the second lumen 22, whose axis is parallel to the 
axis of the first lumen 14. (Fig. 1 A, Col. 5, lines 46-48) 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

5. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

6. Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Barak ('358). 

With respect to claim 37: The wound closure member 48 taught by Barak is held onto the first 
lumen distal opening by its attachment to rod 46. Since the balloon abuts the distal end 21 of 
lumen 14, the wound closure member is fully capable of being held onto the first lumen distal 
opening by vacuum. 
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Barak teaches that the wound cover member 48 abuts or is connected to the distal 
opening at end 21 , but does not explicitly teach holding the wound cover member onto the first 
lumen distal opening by vacuum. However, holding via vacuum is simply an alternate means of 
securing the wound cover member 48 to the distal opening that accomplished the identical 
result of connecting or abutting the wound cover member to the distal end 21 as taught by 
Barak. Therefore, it would be obvious to one of ordinary skill in the art to modify the device of 
Barak such that the wound cover member 48 is held onto the first lumen distal opening by 
vacuum with a reasonable expectation of success. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant 
is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to MELANIE J. HAND whose telephone number is (571)272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Melanie J Hand/ 
Examiner, Art Unit 3761 



/Tatyana Zalukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



